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DETAILED ACTION 

1 . The amendment filed March 31 , 2007, is acl<nowledged and has been 
entered. Claims 10-16 have been amended. 

2. Claims 10-17 are pending in the application. 

3. Claim 17 has been withdrawn from further consideration pursuant to 37 
CFR 1 .142(b) as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Because applicant did not distinctly and specifically point 
out the supposed errors in the restriction requirement, the election has been 
treated as an election without traverse (MPEP § 818.03(a)). 

4. Claims 10-16 are under examination. 

5. The following Office action contains NEW GROUNDS of rejection 
necessitated by amendment. 

Grounds of Objection and Rejection Witlidrawn 

6. Unless specifically reiterated below. Applicant's amendment filed March 
31, 2008 and/or arguments filed January 8, 2008, have obviated or rendered 
moot the grounds of objection and rejection set forth in the previous Office action 
mailed August 9, 2007. 

Notably, claim 10 has been amended to replace "insulin-like growth factor 
binding protein 4" with "SEQ ID N0:2". Although it cannot be ascertained how 
SEQ ID N0:2 might be conjugated with polyethylene glycol^ to produce the 
recited conjugate, the previous grounds of rejections have nonetheless been 
rendered moot by this amendment which has necessitated the NEW GROUNDS 
of rejection set forth below. For example, the prior art previously cited does not 



^ See below rejection of the claims under 35 U.S.C. 1 12, second paragraph. 
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teach or fairly suggest a "conjugate comprising SEQ ID N0:2" because SEQ ID 
N0:2 is merely descriptive information that presents an amino acid sequence 
and cannot be comprised in a conjugate per se. Accordingly, while Applicant's 
arguments presented in the response filed January 8, 2008 have been 
considered, they are moot in view of the following NEW GROUNDS of rejection 
necessitated by this amendment. 

Ground of Objection Maintained 

Specification 

7. The objection to the specification because the use of improperly 
demarcated trademarks is maintained. Although the use of trademarks is 
permissible in patent applications, the proprietary nature of the marks should be 
respected and every effort made to prevent their use in any manner that might 
adversely affect their validity as trademarks. See MPEP § 608.01 (v). 

In this case, Applicant has not properly amended the specification to 
identify the trademarks Superose™ and Sepahrose™ (see e.g., the specification 
at page 15, line 6 and page 18, line 26) which were identified by the Examiner at 
page 3 of the previous office action, nor has Applicant presented any arguments 
as to why the specification was not amended to identify these trademarks. 
Notably, the response filed January 8 only indicates that "[t]he specification has 
been amended to delete reference to hyperlinks" without addressing this 
objection. 

Again, appropriate correction is required. Each letter of a trademark 
should be capitalized or otherwise the trademark should be demarcated with the 
appropriate symbol indicating its proprietary nature (e.g., ™_ gnd 
accompanied by generic terminology. Applicants may identify trademarks using 
the "Trademark" search engine under "USPTO Search Collections" on the 
Internet at <http://www.uspto.qov/web/menu/search.html>. 
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New Grounds of Rejection 
Claim Rejections - 35 USC § 101 

8. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, macliine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a patent 
therefor, subject to the conditions and requirements of this title. 

9. Claims 10-16 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. 

The claims, as written, are drawn to "a conjugate comprising SEQ ID 
N0:2 and a constituent or constituents selected from the group consisting of: (1) 
a single poly(ethylene glycol) group having an overall molecular weight of from 
about 30 to about 40 kDa, and (2) two poly(ethylene glycol) groups having an 
overall molecular weight of from about 30 to about 40 kDa" (emboldened for 
emphasis) which according to the claim 15 is produced by a process comprising 
reacting SEQ ID N0:2 with activated (polyethylene) glycol under conditions such 
that said (polyethylene) glycol is chemically bound to said SEQ ID N0:2. 
However, SEQ ID N0:2 is merely an abstract presentation of information that 
represents the primary amino acid structure of a polypeptide and, for this reason, 
SEQ ID N0:2 could not be reacted per se to produce a statutory machine, 
manufacture, or composition of matter. Once again, SEQ ID N0:2 is not a 
polypeptide per se because SEQ ID N0:2 is merely descriptive material or 
information which might be used to describe the structure of a polypeptide. 
Therefore, while the claims are drawn to a conjugate, which could be an article of 
manufacture or composition of matter, since SEQ ID N0:2 could not be reacted 
with polyethylene glycol to produce a conjugate, it is believed that the claims are 
unpatentable, as drawn to non-statutory subject matter. 

Notably, the claims do not recite, for example, that the conjugate 
comprises a polypeptide and while a conjugate comprising a polypeptide with the 
amino acid sequence of SEQ ID N0:2 and polyethylene glycol would be statutory 
subject matter, because such a conjugate could be manufactured by reacting the 
polypeptide with the amino acid sequence of SEQ ID N0:2 with polyethylene 
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glycol under conditions sufficient to produce such a conjugate, once again, SEQ 
ID N0:2, which is merely a description of an amino acid sequence, could not be 
reacted with polyethylene glycol to produce a statutory machine, manufacture, or 

composition of matter; and therefore it is unclear how SEQ ID N0:2 might be 
comprised in a conjugate or reacted to produce a conjugate (see 35 USC § 112, 
second paragraph rejection below). For these reasons, it is submitted that the 
claims are drawn to non-statutory subject matter. 

Claim Rejections - 35 USC §112 

1 0. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification slnall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

11. Claims 10-16 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claims 10-16 are indefinite because claim 10 has been amended to 
replace "insulin-like growth factor binding protein 4" with "SEQ ID N0:2"; yet SEQ 
ID No:2 is merely descriptive information that presents an amino acid sequence, 
which is not a polypeptide per se. Accordingly, it is unclear how a conjugate 
might comprise SEQ ID N0:2. For example, claim 15 recites that SEQ ID N0:2 
is reacted with activated polyethylene glycol; yet since SEQ ID N0:2 is only 
descriptive information that provides an amino acid sequence, it is unclear what 
subject matter Applicant intends to encompass by the claimed conjugate 
comprising SEQ ID N0:2. Due to the nonsensical recitation of a conjugate 
comprising SEQ ID NO:2 which is produced by reacting SEQ ID N0:2 with 
activated polyethylene glycol, it is submitted that the subject matter that is 
regarded as the invention is unclear to such an extent that the metes and bounds 
of the subject matter that is regarded as the invention is not delineated with the 
clarity and particularity to satisfy the requirement set forth under 35 U.S.C. § 1 12, 
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second paragraph, so as permit the sl^illed artisan to l<now or determine 
infringing subject matter. 

Claim Rejections - 35 USC §112 

12. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such fiill, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

13. Claims 10-16 are also rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. In this case, since the 
claimed conjugate comprises SEQ ID No: 2 which is merely descriptive 
information that provides an amino acid sequence and could not be reacted with 
polyethylene glycol to make the claimed conjugate, one skilled in the art clearly 
would not know how to make the claimed invention. 

M.P.E.P. §2164.01 states: 

The standard for determining whether the specification meets the enablement requirement 
was cast in the Supreme Court decision of Mineral Separation v. Hyde, 242 U.S. 261, 
270 (1916) which postured the question: is the experimentation needed to practice the 
invention undue or unreasonable? That standard is still the one to be applied. In re 
Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988). Accordingly, even 
though the statute does not use the term "undue experimentation," it has been interpreted 
to require that the claimed invention be enabled so that any person skilled in the art can 
make and use the invention without undue experimentation. In re Wands, 858 F.2d at 
737, 8 USPQ2d at 1404 (Fed. Cir. 1988). 

There are many factors to be considered when determining whether there 
is sufficient evidence to support a determination that a disclosure does not satisfy 
the enablement requirement and whether any necessary experimentation is 
"undue". These factors, which have been outlined in the Federal Circuit decision 
of In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988), 
include, but are not limited to, the nature of the invention, the state of the prior 
art, the relative skill of those in the art, the amount of direction or guidance 
disclosed in the specification, the presence or absence of working examples, the 
predictability or unpredictability of the art, the breadth of the claims, and the 
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quantity of experimentation which would be required in order to practice the 
invention as claimed. See also Ex parte Forman, 230 USPQ 546 (BRA! 1986). 

In this case, as explained in the above rejection of the claims under 35 
U.S.C. 101 it does not appear that the claims are drawn to a statutory produce, 
i.e., a machine, an article of manufacture, or composition of matter because one 
could not react SEQ ID N0:2, which merely provides descriptive information, with 
polyethylene glycol as recited in claim 15 to produce a statutory product. 
However, even if the claims were deemed to be drawn to a statutory article of 
manufacture or composition of matter because they recite a conjugate, since one 
of skill in the art could not make a conjugate comprising SEQ ID N0:2 as recited, 
undue and unreasonable experimentation would be required in order to practice 
the invention as claimed. 

14. Claims 10-16 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claims contain subject 
matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. 
This is a NEW MATTER rejection. 

In this case, claim 10 has been amended from a "conjugate comprising 
insulin-like growth factor binding protein 4" to a "conjugate comprising SEQ ID 
N0:2", which according to claim 15 can be produced by reacting SEQ ID N0:2 
with polyethylene glycol. 

In this case. Applicant has not indicated where support occurs in the 
specification for these newly added limitations. 

MPEP § 2163 states, "when filing an amendment an applicant should 
show support in the original disclosure for new or amended claims". See 
M.P.E.P. § 714.02 and § 2163.06. Nevertheless, as M.P.E.P. § 2163 further 
states: "The examiner has the initial burden of presenting evidence or reasoning 
to explain why persons skilled in the art would not recognize in the original 
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disclosure a description of the invention defined by tine claims. See Wertheim, 
541 F.2d at 263, 191 USPQ at 97". 

After reviewing the specification, it does not appear that the specification, 
including the claims, as originally filed, provide adequate support for these 
claims. 

Notably, after reviewing the specification and the claims, the Examiner did 
not find support for conjugating SEQ ID NO:2 per se with activated polyethylene 
glycol to produce the recited conjugate. Once again, the claims do not recite 
that the conjugate comprises a polypeptide and therefore it cannot be presumed 
that the claimed conjugate comprises a polypeptide because SEQ ID N0:2 is not 
a polypeptide per se. 

For this reason, it is not apparent that the inventors originally 
contemplated conjugates comprising SEQ ID N0:2 that are to be produced by 
reacting SEQ ID NO:2 with polyethylene glycol, because the specification only 
contemplates methods of producing conjugates by reacting a polypeptide with 
polyethylene glycol. 

Given the apparent difference in the breadth of the claims and that of the 
pertinent disclosures, it is submitted that the amendment to Claims 10-16 have 
introduced new concepts, violating the written description requirement set forth 
under 35 U.S.C. § 1 12, first paragraph. 

Otherwise this issue might be resolved if Applicant were to point to other 
disclosures in the specification, including the claims, as originally filed, which are 
believed to provide the necessary written support for the language of the instant 
claims. 

15. Claims 10-16 are rejected under 35 U.S.C. 112, first paragraph, as failing 
to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. 
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This is a "written description" rejection. 

The considerations that are made in determining whether a claimed 
invention is supported by an adequate written description are outlined by the 
published Guidelines for Examination of Patent Applications Under the 35 U.S.C. 
112. para. 1. ^'Written Description" Requirement (Federal Register; Vol. 66, No. 
4, January 5, 2001; hereinafter " Guidelines "). A copy of this publication can be 
viewed or acquired on the Internet at the following address: 
<http://www.QPoaccess.QOv/>. 

These guidelines state that rejection of a claim for lack of written 
description, where the claim recites the language of an original claim should be 
rare. Nevertheless, these guidelines further state, "the issue of a lack of written 
description may arise even for an original claim when an aspect of the claimed 
invention has not been described with sufficient particularity such that one skilled 
in the art would recognize that the applicant has possession of the claimed 
invention" {Id. at 1105). The "Guidelines" continue: 

The claimed invention as a whole may not be adequately described if the claims require 
an essential or critical feature which is not adequately described in the specification and 
which is not conventional in the art or known to one of ordinary skill in the art. This 
problem may arise where an invention is described solely in terms of a method of its 
making coupled with its function and there is no described or art-recognized correlation 
or relationship between the structure of the invention and its function. A lack of adequate 
written description issue also arises if the knowledge and level of skill in the art would 
not permit one skilled in the art to immediately envisage the product claimed from tiie 
disclosed process. 

Furthermore, the Federal Circuit has commented that each case involving 
the issue of written description, "must be decided on its own facts. Thus, the 
precedential value of cases in this area is extremely limited." Vas-Cath, 935 F.2d 
at 1562 (quoting In re Driscoll, 562 F.2d 1245, 1250 (C.C.P.A. 1977)). See 
Noelle V. Lederman, 69 USPQ2d 1508 (CAFC 2004). 

Finally, with further regard to the proposition that, as original claims, the 
claims themselves provide in haec verba support themselves provide in haec 
verba support sufficient to satisfy the written description requirement, the Federal 
Circuit has explained that in ipsis verbis support for the claims in the specification 
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does not perse establish compliance with the written description requirement: 

Even if a claim is supported by tlie specification, tlie language of the specification, to the 
extent possible, must describe the claimed invention so that one skilled in the art can 
recognize what is claimed. The appearance of mere indistinct words in a specification or 
a claim, even an original claim, does not necessarily satisfy that requirement. The 
disclosure must allow one skilled in the art to visualize or recognize the identity of the 
subject matter purportedly described. Eli Lilly, 1 19 F.3d at 1568, 43 USPQ2d at 1406. 

Regents of the University of California v. Eli Lilly & Co., 119 F.3d 1559, 43 
USPQ2d 1398 (Fed. Cir. 1997). See also: University of Rochester v. G.D. Searle 
& Co., 69 USPQ2d 1886 1892 (CA FC 2004). 

Thus, an original claim may provide written description for itself, but it 
must still be an adequate written description, whicti establisties that the inventor 
was in possession of the invention. 

In the instant case, as explained in the above rejections of the claims 
under 35 U.S.C. 112, second paragraph the claims have been amended to 
replace "insulin-like growth factor binding protein 4" with "SEQ ID N0:2"; yet SEQ 
ID No:2 is merely descriptive information that presents an amino acid sequence, 
and is not a polypeptide per se. Therefore, by analogous reasoning, as set forth 
hereinabove, one of skill in the art also could not immediately envision or 
recognize that the claimed conjugates comprise any particularly identifying 
structural feature, which is shared by at least a substantial number of the 
conjugates, and any particularly identifying functional feature, which is also 
shared by a substantial number of the conjugates. Since SEQ ID N0:2 is merely 
descriptive information which could not be reacted as set forth in claim 15, one of 
skill in the art could not immediately envision or recognize a conjugate 
comprising SEQ ID N0:2; and therefore the specification would not reasonably 
convey to the skilled artisan that Applicant had possession of the claimed 
invention at the time the application was filed. 



Conclusion 

16. No claim is allowed. 
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17. Applicant's amendment necessitated tine new ground(s) of rejection 
presented in this Office action. Accordingly, THIS ACTION IS MADE FINAL. 
See MPEP § 706.07(a). Applicant is reminded of the extension of time policy as 
set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTHS of the mailing date of this final action and the advisory 
action is not mailed until after the end of the THREE-MONTH shortened statutory 
period, then the shortened statutory period will expire on the date the advisory 
action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will 
the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 



1 8. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Brad Duffy whose telephone number is (571) 
272-9935. The examiner can normally be reached on Monday through Friday 
7:00 AM to 4:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Larry Helms can be reached on (571) 272-0832. The fax 
phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 



Application/Control Number: 10/529,090 
Art Unit: 1643 



Page 12 



system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

Respectfully, 
Brad Duffy 
571-272-9935 



/Stephen L. Rawlings/ 

Primary Examiner, Art Unit 1643 



bd 

June 25, 2008 



